C. Remarks 

The claims are 12, 15, 16, 19, 20 and 27, with claim 12 being the sole 
independent claim. Claim 27 has been added to provide Applicants with a more complete 
scope of protection. Support for new claim 27 may be found, inter alia, in original claim 
12. Claim 12 has been amended so as to be in product claim format. Support for this 
amendment may be found, inter alia, on page 6, lines 1 1-15 of the specification. Claim 19 
has been amended to make clear that the non-gelling fish gelatin is spray-dried non- 
hydrolyzed, non-gelling fish gelatin. Support for this amendment may be found, inter alia, 
on page 6, lines 20-22 of the specification. Applicants submit that no new matter has been 
added. Reconsideration of the present claims is respectfully requested. 

Applicants would like to address the Examiner's comments set forth at page 
2 of the Office Action. First, the Examiner's comments regarding the two non-English 
references and the three non-patent literature references have been addressed in the 
Information Disclosure Statement being filed concurrently herewith. Second, the 
Examiner has alleged that on 7/2/08, Applicants filed two claim sets, one having 5 claims 
and the other having 27 claims and that the Examiner attempted to clarify with the attorney 
but was unable to do so. Applicants are unaware of any previous attempt on the part of the 
Examiner to address this issue. Beyond that, Applicants did not file any response on 
7/2/08; instead Applicants filed a response to the prior Office Action on June 20, 2008, via 
a Certificate of Mailing. That response is correctly listed in the image file wrapper for this 
case and clearly shows that claims 12, 15, 16, 19 and 20 were pending at the time. If the 
Examiner requires further clarification on this point, Applicants could provide such 
clarification upon request. 
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Claims 12, 15, 16, 19 and 20 have been rejected under 35 U.S.C. § 102(e) or 
in the alternative, under 35 U.S.C. § 103(a) as allegedly being unpatentable over Stroh 
(U.S. Patent No. 6,020,003). Applicants respectfully traverse this rejection. At the outset, 
Applicants note that claim 12 has been clarified by removing the process limitation. In 
other words, the structural features imparted by the process limitation are already set forth 
in the claim and can stand alone. The process limitation has been included in a new 
dependent claim. In this way, independent claim 12 can be considered by the Examiner for 
the features it clearly sets forth (now and in prior versions) and no confusion can result 
from the inclusion of process limitations. 

Stroh is directed to a method for making spray-dried tablettable powders 
with high edible oil loadings based on non-hydrolyzed gelatin. The edible oils can be 
vitamin, flavor and fragrance oils. Simply put, Stroh fails to teach or suggest several key 
features of the present invention. First, Stroh fails to teach or suggest a molded fast- 
dispersing dosage form. Therefore, the present invention precludes granulated, powdered 
dosage forms such as those taught by Stroh. This point was made in the response filed 
October 24, 2005, when the Stroh reference was seemingly overcome as evidenced by the 
Examiner's removal of it as a reference in subsequent Office Actions (until the presently 
outstanding one). 

Second, Stroh fails to teach or suggest a fast-dispersing dosage form, let 
alone one that disintegrates within 1 to 60 seconds of being placed in contact with fluid. 
The Examiner's reference to this limitation as a "characteristic/property of the 
composition" is not understood. The Examiner appears to give no weight to such a 
"characteristic/property". Applicants respectfully submit that to take this position is 
erroneous. What is meant in the art by a "fast-dispersing dosage form" is well-known. 
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Fast-dispersing dosage forms possess advantageous properties not enjoyed by non-fast- 
dispersing dosage forms. Fast-dispersing dosage forms are different in kind from those 
that are not. Accordingly, patentable weight should be given to this limitation. 

Third and fourth, Stroh fails to teach or suggest a non-hydrolyzed, non- 
gelling fish gelatin, and Stroh fails to teach or suggest the claimed network of the active 
ingredient and the non-hydrolyzed, non-gelling fish gelatin earner, a clear structural 
feature. To these points, the Examiner asserts that "since the composition of example 14 
[of Stroh] did not gel before the composition is freeze dried, one having ordinary skill in 
the art at the time the invention was made would have reasonable expectation of success 
that the use of non gelling fish gelatin in the preparation of the product of Example 14 
would produce the expected product." Office Action, page 4 (emphasis added). This is 
simply not true. By "expected product", Applicants assume that the Examiner refers to the 
composition disintegrating within 1 to 60 seconds of being placed in contact with fluid and 
the dosage form being a network of the active ingredient and the non-hydrolyzed, non- 
gelling fish gelatin carrier of the present invention. Applicants respectfully submit that the 
Examiner's position is erroneous. 

First, Example 14 of Stroh does not involve a freeze drying step. Second, 
the process of Stroh involves spray drying an emulsion of edible oil and gelatin to prepare 
the tablets. However, a person of ordinary skill in the art of pharmaceutical formulation 
would not have any expectation of obtaining a solid fast dissolving dosage form 
comprising a solid network of the active ingredient and the water dispersible carrier by 
spray drying. This is because the spray drying process produces a powder, whereas the 
fast dissolving dosage form is well-known to one skilled in the art as a tablet, or having the 
shape/form of a tablet. Third, the spray dried powder is expected to have a much higher 
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density than that of the porous network (principally gelatin) produced by the freeze drying 
process of the present invention. It is this porous network that gives rise to the fast- 
dissolving characteristic of the present invention. Applicants submit that Example 14 of 
Stroh could not lead to the fast-dissolving characteristic of this invention. Finally, spray 
drying involves passing a liquid through an atomizer that produces a large number of small 
droplets, which are dried within a heated chamber {see e.g. Stroh, Example 1), whereas 
freeze drying involves subliming a frozen product. These are completely different 
processes which result in different products. One of ordinary skill in the art simply would 
have no reasonable expectation of success of using the spray drying process of Stroh to 
obtain the network of the active ingredient and the non-hydrolyzed, non-gelling fish gelatin 
carrier of the present invention, which is produced using the freeze drying technique. 

Since Stroh fails to disclose all the claim elements, it does not anticipate the 
present claims. In addition, since Stroh fails to suggest all the claim elements, it does not 
render the present invention obvious. Stroh fails to disclose or suggest at least certain key 
features of the present invention, namely the use of a non-hydrolyzed, non-gelling fish 
gelatin carrier in a molded pharmaceutical composition that disintegrates within 1 to 60 
seconds of being placed in contact with fluid and where the composition comprises a 
network of the active ingredient and the non-hydrolyzed, non-gelling fish gelatin carrier. 
Accordingly, Applicants respectfully request withdrawal of the §102 and §103 rejections. 

In view of the foregoing amendments and remarks, Applicants respectfully 
request favorable reconsideration and allowance of the claims in the present application. 
Should the Examiner believe that issues remain outstanding, the Examiner is respectfully 
requested to contact Applicants' undersigned attorney in an effort to resolve such issues 
and advance the case to issue. 
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Applicants' undersigned attorney may be reached in our New York office 
by telephone at (212) 218-2100. All correspondence should continue to be directed to our 
below listed address. 

Respectfully submitted, 



/Elizabeth F. Holowacz/ 
Elizabeth F. Holowacz 
Attorney for Applicants 
Registration No.: 42,667 

FITZPATRICK, CELLA, HARPER & SCINTO 
30 Rockefeller Plaza 
New York, New York 10112-3801 
Facsimile: (212) 218-2200 
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